Objectives: Traditional management of adnexal masses has been surgical removal because of the presumed risk of mass complications. However, large multicentre studies on long-term follow-up of adnexal lesions are lacking. The aim of this study is to investigate the risk of adverse events as torsion, rupture and malignant outcome in adnexal masses assigned to conservative follow-up. Methods: International multicentre cohort study involving 3499 patients recruited between February 2012 and February 2015 (interim analysis IOTA phase 5). Patients were recruited from 20 centres in 10 countries. All subjects had at least one adnexal tumour and underwent a standardised transvaginal ultrasound prior to selection for follow-up. All masses were considered to be benign by subjective assessment of the ultrasound investigator. After enrolment, patients were invited for follow-up scans after 3 months, 6 months and then yearly. Outcome parameters were the finding of spontaneous resolution or the performance of surgery during follow-up. In case surgery was performed, the intraoperative observation of mass torsion or rupture was registered and histopathology diagnosis of the mass was assessed for the presence of malignancy. A competing risk analysis was performed to calculate the event-probabilities. Results: 2623 patients with an adnexal lesion presumed to be benign were seen at least once for follow-up. Median follow-up in this group was 22 months (interquartile range = 10-34). At two years of follow-up, spontaneous resolution was observed in 12% (N=310) of lesions and surgery was performed in 15% (N=393) of cases. The probability of observing a malignant tumour, torsion and cyst rupture at two years was 0.7%, 0.4% and 0.2%, respectively. Conclusions: Conservative management of adnexal masses presumed to be benign at subjective assessment of the ultrasound investigator seems to be safe as the observed risk of complications is low.
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